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ACTION 


International application No. 

PCT/GB 00/01856 


International filing date (day/month/year) 

18/05/2000 


(Earliest) Priority Date (day/month/year) 

19/05/1999 


Applicant ! 

CENES DRUG DELIVERY LIMITED et al . 



This International Search Report has been prepared by this International Searching Authority and is transmitted to the applicant 
according to Article 18. A copy is being transmitted to the International Bureau. 



_ sheets. 



This International Search Report consists of a total of Z 

|"X"| It is also accompanied by a copy of each prior art document cited in this report. 



1 . Basis of the report 

a. With regard to the language, the international search was carried out on the basis of the international application in the 
language in which it was filed, unless otherwise indicated under this item. 

□ 



b. 



the international search was carried out on the basis of a translation of the international application furnished to this 
Authority (Rule 23.1(b)). 

With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international search 
was carried out on the basis of the sequence listing : 

[ j contained in the international application in written form. 

filed together with the international application in computer readable form, 
furnished subsequently to this Authority in written form, 
furnished subsequently to this Authority in computer readble form. 



2. 
3. 



□ 
□ 
□ 
□ 

□ 

□ 
□ 



the statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

the statement that the information recorded in computer readable form is identical to the written sequence listing has been 
furnished 

Certain claims were found unsearchable (See Box I). 
Unity of Invention Is lacking (see Box II). 



4. With regard to the title, 

[X] the text is approved as submitted by the applicant. 

| | the text has been established by this Authority to read as follows: 



5. With regard to the abstract, 

|X] the text is approved as submitted by the applicant. 

□ the text has been established, according to Rule 38.2(b), by this Authority as it appears in Box III. The applicant may, 
within one month from the date of mailing of this international search report, submit comments to this Authority. 

6. The figure of the drawings to be published with the abstract is Figure No. 



[J] as suggested by the applicant. [X) None of the figures. 

Q because the applicant failed to suggest a figure. 

| | because this figure better characterizes the invention. 
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Minimum documentation searched (classification system followed by classification symbols) 
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Electronic data base consulted during the international search (name of data base and, where practical, search terms used) 
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C. DOCUMENTS CONSIDERED TO BE RELEVANT 



Category ° Citation of document, with indication, where appropriate, of the relevant passages 
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claims 1-3,7 
page 4, 1 ine 9 - 1 ine 18 

EP 0 583 726 A (KALI-CHEMIE) 
23 February 1994 (1994-02-23) 

claim 1 
column 5, line 22 - line 41 
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the whole document 



1,2,6,7, 
13-16 

7-11 

7-11 



1-16 
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Further documents are listed in the continuation of box C. 
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Patent family members are listed in annex. 



° Special categories of cited documents : 

"A" document defining the general state of the art which is not 
considered to be of particular relevance 

"E" earlier document but published on or after the international 
filing date 

"L" document which may throw doubts on priority claim(s) or 
which is cited to establish the publication date of another 
citation or other special reason (as specified) 

"O" document referring to an oral disclosure, use, exhibition or 
other means 

"P" document published prior to the international filing date but 
later than the priority date claimed 



"T" later document published after the international filing date 
or priority date and not in conflict with the application but 
cited to understand the principle or theory underlying the 
invention 

"X" document of particular relevance; the claimed invention 
cannot be considered novel or cannot be considered to 
involve an inventive step when the document is taken alone 

"V document of particular relevance; the claimed invention 

cannot be considered to involve an inventive step when the 
document is combined with one or more other such docu- 
ments, such combination being obvious to a person skilled 
in the art. 

document member of the same patent family 
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PATENT COOPERATION TREATY 



From the 

INTERNATIONAL PRELIMINARY EXAMINING AUTHORITY 



To: 

McCALLUM, William Potter et al. 
CRUIKSHANK & FAIRWEATHER 
1 9 Royal Exchange Square 
Glasgow G1 3AE, Scotland 
GRANDE BRETAGNE 


PCT 

NOTIFICATION OF TRANSMITTAL OF 

TI_ICT 1 MTCDMATirtM A 1 DDD IftVHMADN/ 

I He IrM 1 triNA 1 ItJNAL nritLIMlNAriY 
EXAMINATION REPORT 

(PCT Rule 71.1) 


Date of mailing 

(day/month/year) 03 .07.200 1 


Applicant* s or agent s file reference 
MGH/SJB/P10681 PC 


IMPORTANT NOTIFICATION 


International application No. 
PCT/GBOO/01856 


International filing date (clay/month/year) 
18/05/2000 


Priority date (day/month/year) 
19/05/1999 


Applicant 

CENES DRUG DELIVERY LIMITED et al. 



1 . The applicant is hereby notified that this International Preliminary Examining Authority transmits herewith the 
international preliminary examination report and its annexes, if any, established on the international application. 

2. A copy of the report and its annexes, if any, is being transmitted to the International Bureau for communication 
to all the elected Offices. 

3. Where required by any of the elected Offices, the International Bureau will prepare an English translation of the 
report (but not of any annexes) and will transmit such translation to those Offices. 

4. REMINDER 

The applicant must enter the national phase before each elected Office by performing certain acts (filing 
translations and paying national fees) within 30 months from the priority date (or later in some Offices) (Article 
39(1)) (see also the reminder sent by the International Bureau with Form PCT/IB/301). 

Where a translation of the international application must be furnished to an elected Office, that translation must 
contain a translation of any annexes to the international preliminary examination report. It is the applicants 
responsibility to prepare and furnish such translation directly to each elected Office concerned. 

For further details on the applicable time limits and requirements of the elected Offices, see Volume II of the 
PCT Applicant's Guide. 



Name and mailing address of the I PEA/ 



European Patent Office 
D-80298 Munich 

Tel. +49 89 2399 - 0 Tx: 523656 epmu d 
Fax: +49 89 2399 - 4465 



Authorized officer 
Houyez-Stevens, M 

Tel.+49 89 2399-8163 
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PCT 

INTERNATIONAL PRELIMINARY EXAMINATION REPORT 

(PCT Article 36 and Rule 70) 



Applicant's or agent's file reference 
MGH/SJB/P10681 PC 


iotucd a/ntiam See Notification of Transmittal of International 
FOR FURTHER ACTION Preliminary Examination Report (Form PCT/IPEA/416) 


International application No. 
PCT/GB00/01856 


International filing date (day/month/year) 
18/05/2000 


Priority date (day/month/year) 
19/05/1999 


International Patent Classification (IPC) or national classification and IPC 
A61K9/50 


Applicant 






CENES DRUG DELIVERY LIMITED et al. 





1. This international preliminary examination report has been prepared by this International Preliminary Examining Authority 
and is transmitted to the applicant according to Article 36. 

2. This REPORT consists of a total of 6 sheets, including this cover sheet. 

□ This report is also accompanied by ANNEXES, i.e. sheets of the description, claims and/or drawings which have 
been amended and are the basis for this report and/or sheets containing rectifications made before this Authority 
(see Rule 70.16 and Section 607 of the Administrative Instructions under the PCT). 

These annexes consist of a total of sheets. 



3. This report contains indications relating to the following items: 



I 




Basis of the report 


li 


□ 


Priority 


HI 


□ 


Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 


IV 


□ 


Lack of unity of invention 


V 




Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations suporting such statement 


VI 


□ 


Certain documents cited 


VII 




Certain defects in the international application 


VIII 


□ 


Certain observations on the international application 



Date of submission of the demand 
24/11/2000 


Date of completion of this report 
03.07.2001 


Name and mailing address of the international 
preliminary examining authority: 

^ European Patent Office 
/m) D-80298 Munich 
C^ 7 Tel. +49 89 2399 - 0 Tx: 523656 epmu d 
Fax: +49 89 2399 • 4465 


Authorized officer ^ssr^ 
Vayssie, S (f J^l )) 

Telephone No. +49 89 2399 8635 \^*o^>- 
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INTERNATIONAL PRELIMINARY 
EXAMINATION REPORT 



International application No. PCT/G BOO/01 856 



I. Basis of the report 

1 . With regard to the elements of the international application (Replacement sheets which have been furnished to 
the receiving Office in response to an invitation under Article 14 are referred to in this report as "originaliy filed'' 
and are not annexed to this report since they do not contain amendments (Rules 70. 16 and 70. 1 7)): 
Description, pages: 

1-18 as originally filed 

Claims, No.: 

1-16 as originally filed 

Drawings, sheets: 

W7-7/7 as originally filed 

2. With regard to the language, all the elements marked above were available or furnished to this Authority in the 
language in which the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language: , which is: 

□ the language of a translation furnished for the purposes of the international search (under Rule 23.1 (b)). 

□ the language of publication of the international application (under Rule 48.3(b)). 

□ the language of a translation furnished for the purposes of international preliminary examination (under Rule 
55.2 and/or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the 
international preliminary examination was carried out on the basis of the sequence listing: 

□ contained in the international application in written form. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority in written form. 

□ furnished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in 
the international application as filed has been furnished. 

□ The statement that the information recorded in computer readable form is identical to the written sequence 
listing has been furnished. 

4. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 



Form PCT/IPEA/409 (Boxes l-VIII, Sheet 1) (July 1998) 
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□ the drawings, sheets: 

5. □ This report has been established as if (some of) the amendments had not been made, since they have been 
considered to go beyond the disclosure as filed (Rule 70.2(c)): 

(Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this 
report.) 



6. Additional observations, if necessary: 



V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

1. Statement 

Novelty (N) Yes: 

No: 

Inventive step (IS) Yes: 

No: 

Industrial applicability (IA) Yes: 

No: 



2. Citations and explanations 
see separate sheet 



VII. Certain defects in the international application 

The following defects in the form or contents of the international application have been noted: 
) see separate sheet 



Claims 1-16 
Claims 

Claims 
Claims 1-16 

Claims 1-16 
Claims 
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Section V 

a) Documents of the State of the Art 

Reference is made to the following documents: 

Dl: EP-A-0 551 820 (BAYER) 21 July 1993 (1993-07-21) 

D2: EP-A-0 583 726 (KALI-CHEMIE) 23 February 1994 (1994-02-23) 

b) Industrial Applicability 

All claims fulfill the requirements of Article 33(4) PCT. 

c) Novelty and Inventive Step 
Claims 1-16 

Novelty and inventive step of independent Claim 1 

As far as the independent product Claim 1 is concerned, the closest state of the art is considered to 
be Dl, which discloses a controlled release pellet (see Claim 1) comprising (see examples 25 and 27): 
a core containing an pharmaceutically active agent (see Claim 1) 

a coating around the core and comprising a water soluble cellulose (see Claim 3 and page 4, 
lines 42-56) and a water insoluble acrylic polymer (see Claims 2-3). 

Therefore, the subject-matter of the invention according to this independent claim only differs from 
the state of the art in that a PEG is contained in the core (in the examples cited, a PEG is present in 
the coating). 

Therefore, this independent claim fulfills the requirements for novelty of Article 33(2) PCT and the 
same applies for dependent Claims 2-16. 

The technical problem solved by the invention was thus to provide a controlled-release pellet. The 
compositions of Dl are for immediate release. However, it is common knowledge to introduce PEGs 
in solid-dosage compositions to control their release rate, especially to use high molecular weight 
PEG to prolong disintegration, as, for instance, reflected in: 

Handbook of pharmaceutical Excipients, Pub. American Pharmaceutical Association, Washington 
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1986/1994/2000 

The person skilled in the art would even have found in Dl a confirmation of his previous motivation 
to use PEGs on page 4, lines 9 and 12-13, as the mechanical properties of the solid composition are 
related to the release rate. 

Therefore, in order to solve this problem and being aware to introduce PEGs in solid-dosage 
compositions to control their release rate, the skilled person of the art would have been able to 
combine Dl with this teaching and would therefore have obtained the invention according to this 
independent claim. 

Therefore, the present invention does not meet the requirements of Article 33(3) PCT, because the 
subject-matter of this independent claim does not involve an inventive step. 

Novelty and Inventive Step of dependent Claims 

The subject-matter of: 

- Claims 2-3, 5-6, 8-9, 13 and 15-16 lacks inventive step (see above citations and page 6, line 37; 
page 4, lines 10-16) 

- Claims 4, 7, 12, 14 lacks inventive step, as the additional technical features are regarded as falling 
within the scope of customary activities of the skilled person and do not appear to result in any 
unexpected effect 

- Claims 10-11 lacks inventive step, as the additional technical features are known for the same 
purpose. See D2: Claim 1 and example. 

Therefore, these dependent Claims do not appear to contain additional technical features which, in 
combination with the features of any claim to which they refer, might establish novelty and inventive 
step over the prior art (Articles 33(2) and (3) PCT). In any case, dependent claims can only meet the 
criteria of Article 33 (2)-(4) PCT in combination with an independent claim meeting the same 
requirements (Rule 6.4 PCT). 

Section VII 

• Contrary to the requirements of Rule 5.1(a)(ii) PCT, the relevant background art disclosed in the 
above-mentionned document Dl is not mentioned in the description, nor is this document identified 
therein. 

• Should in the future further (new) applications be filed, the attention of the representative Patent 
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Attorney is drawn to the fact that line numbering greatly facilitates the report work of the 
International Examining Authority and would therefore be highly appreciated (Rule 1 1.8 (a) PCT). 
The filing of completely retyped documents is, however, in this case, not expected for reasons of 
procedural economy. 
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ADESUYI Charles Tokunbo 
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